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NewSTEPs and related activities are funded through a cooperative 

agreement (#U22MC24078) to APHL by the Genetic Services Branch of the 

Health Resources and Services Administration (HRSA). 

 

NewSTEPs Vision 

Dynamic newborn screening systems have access to and utilize accurate, 

relevant information to achieve and maintain excellence through 

continuous quality improvement. 

 

NewSTEPs Mission 

To achieve the highest quality for newborn screening systems by providing 

relevant, accurate tools and resources and to facilitate collaboration 

between state programs and other newborn screening partners. 

 



NewSTEPs: Data to Support NBS 



National Data Repository for NBS 

Purpose: Provide tools to state newborn screening systems 

to adequately evaluate, analyze, and benchmark the 

performance of their tests and the quality of their newborn 

screening programs 
 



Components of Data Repository 

www.newsteps.org   

State Profiles |Quality Indicators | Case Definitions  

http://www.newsteps.org/


Data Collection and Confirmation 

ÅData Repository 

ÅInterviews with and training of each NBS 

program 

ÅData entry from NBS programs 

ÅConfirmation of data via printed summary 

reports 

ÅIterative process 



Understanding the System 

Slide Courtesy of Susan Tanksley, PhD 
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Number of Annual Births in the U.S. 
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Median ς 52,200 
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Birth rates vary between states 

ÅThe number 
of live births 
per 1,000 
population 
varies  

ÅMay point to 
different 
needs 

http://kff.org/other/state -indicator/birth-rate-per-1000/#map  
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What do we know about our newborn 

screening systems in the U.S.? 

 
Å52 newborn 

screening 
programs  

Å36 newborn 
screening labs 

ÅGeographically  
diverse states 

ï663,000 Square 
Miles to 1,212 
square miles 
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States practices on parental refusal of 

newborn screening 

Review of Best Practices in Documenting Newborn Screening Refusals for States  
Jeremy Penn, Ph.D., and Eric Sondreal, M.P.H., NDSU 
Supported in part by a grant from HRSA H46MC24089 
Report for the Heartland Genetic Services Collaborative, April, 2015 
https:// drive.google.com/file/d/0BwP8F0nwpufqMFpib0o5VWhIYm8/view  

ÅConsent is implied in most states; Most states allow 

parents to opt-out of newborn screening (religious, 

other)  

https://drive.google.com/file/d/0BwP8F0nwpufqMFpib0o5VWhIYm8/view
https://drive.google.com/file/d/0BwP8F0nwpufqMFpib0o5VWhIYm8/view


Storing Samples and Storing Data  



Dried Blood Spot Retention Time 



Data Storage Periods 



Informed Consent for NBS 

Research and Storage of Dried 

Blood Spots  



ÅFederally funded research on NBS blood spots is 

considered research on human subjects, regardless of 

whether the specimens are identifiable 

Eliminates the ability of an IRB to approve alterations 

or waivers of informed consent  

ÅApplies to samples collected 90 days after enacted 

date 

Secretary must promulgate proposed revisions to 

Federal Policy for the Protection of Human Subjects 

within six months and final regulations within two 

years 

NBSSLA Research Amendment 



Which States Use  

Dried Blood Spots for Research? 


